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Overview 
• SPL Medication Guide Issues – Data Standards Perspective 
• SPL (XML) for Blanket No Changes Certification for Product 

Listing 
• SPL (XML) for Salvaged Animal Drug Lot Numbers 
• SPL (XML) Reserved NDCs 
• Deprecation of use of “drug for further processing” marketing 

category for “Bulk Ingredient” SPL Document Type 
• Validation of the active ingredient and route of administration 

SPL data elements in SPL files with information for human 
OTC products approved under an ANDA or NDA. 

www.fda.gov 
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Separate Section for  
SPL MedGuide Content 

• Guidance for Industry: SPL Standard for Content of 
Labeling Technical Questions and Answers (Draft) 

• 23. Should I submit patient package inserts 
(PPIs) and Medication Guides (MGs) in SPL?  
Approved patient labeling documents should be included at 
the end of the SPL file. There are specific Logical 
Observation Identifiers Names and Codes (LOINC) codes 
for PPIs and MGs. Use the appropriate LOINC code for 
identifying this information. Each PPI or MG should have 
a separate LOINC code.  

www.fda.gov 

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072392.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072392.pdf


4 

Direct DailyMed Link to Content from 
SPL Med Guide Section 

• Prominent location & direct access to just the 
content from the SPL medication guide section 
 
 

www.fda.gov 
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Running Text 

 

www.fda.gov 
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Bullet Formatting Issues 
• List type (ordered/unordered) combinations: 

www.fda.gov 
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Out of Date SPL Medication Guides 
Repackagers/Relabelers 

• Automated notification of updates to SPL files 
– DailyMed RSS Feed 

 

www.fda.gov 
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Missing Medication Guide  
Content in SPL Files 

New Improved Medication Guide Section 
Validation File for Incoming SPL Files 

 
 

• Posted on FDA SPL web 
page in XML and Excel 
Format 

List of Currently Posted SPL Files 
w/Missing Medication Guide Section 

 
 

• Report of SPL files with 
missing content of 
medication sections in SPL 
files 

www.fda.gov 
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SPL Dissemination 
Correct One File – Update These Sites 

www.fda.gov 

DailyMed 

openFDA 

Labels.fda.gov 
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Blanket No Changes Certification for 
Product Listing SPL (XML) 

 • New SPL document type 
– LOINC Name:  “Blanket No Changes Certification 

for Product Listing” 
– LOINC code:   86445-4 
– SPL Implementation Guide & Validation Procedures 

publication in near future 
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Salvaged Animal Drug SPL (XML) 
- Lot Number 

 • Existing animal drug SPL document types 
• Reuse final lot number SPL data element from “Lot 

Distribution Data” SPL files 
• Business operation 

– NCI Concept Code Name:  Salvage 
– NCI Concept Code:  C70827 

• Human drug/biological product XML pending 
completion 

• SPL Implementation Guide & Validation Procedures 
publication in near future 
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Reserved NDC SPL (XML)  
 

• SPL data element: 
– Health Level Seven code “New” 
– SPL stylesheet view:  “Reserved” 

• SPL Implementation Guide & Validation Procedures 
publication in near future 
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Drug for Further Processing Marketing 

Category in Bulk Ingredient SPL 
 • Over a year, “drug for further processing” 

marketing category has been used in “Bulk 
Ingredient” SPL document type after addition of 
“Drug for Further Processing” SPL document 
type. 

• Time has been allotted for transition 
• SPL Implementation Guide & Validation Procedures 

publication in near future 



14 

Validation of Approved Human OTC 
Drug – Active Ingredient & Route 

 • Technical validation of the human OTC drug 
products’ SPL documents w/marketing 
categories of “ANDA” or “NDA.” 
– Active ingredient (UNII)  
– Route of administration   

• SPL Implementation Guide & Validation Procedures 
publication in near future 
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